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However, melatonin is not identified as a monograph nighttime
sleep-aid active ingredient and, therefore, may not legally be
used as such in any QTC nighttime sleep-aid product. See 21 CFR
338.10. Thus , Melagesic vlOlateS SeCtlOn 505(a) of th~ct
because it is a new drug and is not the stiject of an approved
New Drug ApplicatlOn (NDA) .

Melagesic is also misbranded under section 502(f) (1) of the Act
because the product lacks ade~ate directions for use as defined
in 21 CFR 201.5, 21 CFR 310.201(a) (1) (vii), and 21 CFR 369.21.
Under these regulations, the labeling for an OTC drug product
that contains acetaminophen iS re@red to specify the duration
of administration and contain specific acetaminophen warnings.
The product labeling for Me~agesic includes the statement, “DO
not take for pain for more than lo days unless directed by a
physician. ..,” but it does not Warn consumers about the need to
consult a physician before giving acetaminophen drug products to :
children under three years of age. Moreover, the directions for
use do not address the duration of administration for use of the
product as a sleep aid.

Melagesic is likewise misbranded ~der section 502(f) (2) of the
Act because its labeling lacks adequate warnings. Melagesic is
marketed as an OTC nighttime sleep aid, but its warnings state
only that it should not be taken “for pain for more than 10 days

unless directed by a physician.” (Emphasis added). The
labeling does not bear a warning limiting use for sleeplessness.
Protracted sleeplessness may be a symptom of a more serious
underlying condition. See 21 CFR 338.50(c)(2). Under 21 CFR
310.201(a)(l) (vii) and =CFR 369.21, over-the-counter use of

acetaminophen for the temporary relief of pain is limited to 10
days unless otherwise directed by a doctor. This is true

regardless of the other intended uses for which the
acetaminophen product is sold.

Finally, Melagesic is misbranded under section 502(e) (1) (A) (ii)
of the Act because its labeling fails to identify melatonin as

See 21 CFR 201.10.an active drug ingredient.

The violations described in this letter are not meant to be all-
inclusive. It is your responsibility to ensure that all drug

products manufactured and distributed by your firm co~ly with
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Please respond to this
office in writing within fifteen (15)

working days of receipt of this letter.
Your response should

describe the specific actions you will take,
or have taken, to

correct the violations described above.
It should also include

an explanation of each step being taken to prevent recurrence
of

similar violations. If corrective action cannot be completed

within fifteen (15) working days,
state the reason for the delay

and the time within
which corrections will be completed.

Your

reply should be directed to Mr. Kevin M. Budlch, Compl~ance
Officer, as follows:

Food and Drug Administration
OTC Compliance Team, HFD-312
7520 Standish Place, Room 168
Rockville, Ma~land 20855

If you have any questions about the content of this letter, you

may contact Mr. Budich at 301-827-7354.

Sincerely,

b’ w●

David J. Horowitz, Esq.
Acting Director
Office of Compli~ce
Center for Drug Evaluation and Research

.


